DICLOFENACDIETHYLAMINE 1.16%, 2.32% GEL
11.6 mg/g gel, 23.2 mg/g gel

Classification  Medicinal product, OTC

ATC code (3 level) MO2A topical products for joint and muscular pain

Dosage form Gel

Diclofenac diethylamine 1.16% (11.6 mg/g) and

Active ingredients
diclofenac diethylamine 2.32% (23.2 mg/q)

Adults and children aged 14 and older:

Local symptomatic relief of pain and inflammation in:

+ soft tissue injury: injuries to tendons, ligaments,
muscles and joints due to sprains, dislocations,
haematoma and back pain (sports injuries);

+ localized forms of soft tissue rheumatism: tendinitis
(e.g. tennis elbow), bursitis, painful shoulder
syndrome and periarthropathia;

Therapeutic
indication

Adults (18 years and older):

+ torelieve pain in mild forms of knee or finger
arthritis;

The drug is intended for short-term use only.

*subject to approval by the National Competent Authorities

Voltaren Schmerzgel 1.6 mg/g Gel

Voltaren Schmerzgel forte 23.2 mg/g Gel

MAH: Haleon Germany GmBH

(previously GlaxoSmithKline Consumer Healthcare
GmbH & Co. KG)

Reference
medicinal product

September, 2024

Confidential information!

DEVELOPMENT / PRODUCTION STATUS

Packaging Alimunium collapsible tube with
polyethylene white closure
Packsize 50g,60g,100g

Batch size (MOQ) 300 kg

50 g: max 5 660 units
60 g: max 4 761 units
100 g: max 2 857 units

Proposed shelf life 2 years

In-use stability 24 months

Climatic zone IVb (Aluminium collapsible tube
with polyethylene white closure) 24 months

Additional available
stability data

AVAILABLE DOSSIER

CTD/eCTD

AVAILABLE MARKETING AUTHORIZATIONS
CZ*, EL*, PL*, RO¥, SK*
*pending MA

BUSINESS MODEL

+ License and supply
+ License and supply with transfer of granted MA
- Distribution model

COMPETITIVE EDGE / CLAIM

+ Topical administration provides direct access to the painful area
+ Convenient and painless administration

+ Low incidence of systemic side effects

+ Diclofenac has proven analgesic efficacy

www.alkaloid.com.mk




